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CERTIFIED MAIL
RETLURN RECEIPT REQUESTED Refer to MIN 97-45
Philip Dahlberg, M.D
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President
Cundersen Lutheran Medical Center

836 South Avenue
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We have estabiished that your ucuty (Gundersen \.umc-apm 315 W. Oak St.
Sparta, W1 546356) conducted breast cancer scnemng or augnom through
mammography activities prior to being certified by the Food and Dmg
Administration (FDA) as is required by the Mammography Quality Standards Act
of 1992 (MQSA). This is a consequence of the fact that your fadility was not
accredited by an approved accreditation body, nor had your facility submitted an
acceptable apollcadon to an approved accreditation body as is required by the

MQSA as a prerequlslu to certification.

portion of time when your site openmx Em' et
sccreditation to an spproved accrediting body (American Coiiege f Radiology).
Your Sparta site has since achieved fuil certification in Ma
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This letter is not intended to be an all-inclusive list of defidencies at your fadility.
It is your responsibility to ensure adherence to each requirement of the MQSA

You are advised that performing mammography without a certificate lssued by the
BA e unl 1l under the CA DPerfrarmine mammaoeranhv wie 1 a A
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crificats may subject your site to dvil money penalties up to $10,000 for fallure
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situation, either at this site or at other sites within your control. A recurrence of
this situation (performing mammography without a certificate) may result in
regulatory action being inidated bv the Food and Drug Administration without
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Spedialist. Food and Drug Administradion, 2675 N. Mayfair Road, Suite 200,
Milwaukee, W1 53226-1305. If you have any questions, Mr. Garvin can be

contacted at (414)771-7167 x 12, or via Internet at: tgarvin@ora.fda.gov
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Sincerely youns,
T 4

// JAMEs ROUEI
Acting District Director
Minneapoiis District
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